
2/20/04 

Office of Nutritional Products Labeling 
and Dietary Supplements (HFS-8 10) 

Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Pkwy 
College Park, MD 20740 

Re: Notification for Statement on Dietarv Sunnlement Labels 

Dear Sir/Madam: 

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor 
of dietary supplement products. 

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994, 
21 U.S.C. 0 343(r)(6), and in accordance with the authorized provisions of 21 CFR 0 101.93(a), your Agency is 
hereby notified that EuroPharma, Inc. has made statements of “nutritional support”, as described in 21 U.S.C. 6 -- 
343(r)(6)(A), for its dietary supplement(s) as follows: 

Advanced Breast Health Formularu features an Exclusive Healthy Shape BlendTM of 
superior herbal extracts and antioxidants to offer maximum support for breast tissue 
health. These extracts promote healthy hormone balance and support underlying 
breast structure.* 

Many of the herbs featured in the Exclusive Healthy Shape Blendru have been studied 
for their phytoestrogenic effects. They help maintain a healthy hormone balance in the 
body and support breast health and shape.* 

Phytoestrogens are of special interest to women of all ages. Phytoestrogens support 
hormone function and balance in the body. Variations in hormone levels can affect the 
health and structure of underlying breast tissue. With age, the breasts’ connective 
tissue can become dehydrated and inelastic.* 

The plant-derived compounds in Advanced Breast Health FormularM include 
pomegranate extract, which offers superior antioxidant properties and supports breast 
cellular structure. The ellagic acid in the extract has been shown to effectively protect 
cells from damaging free radicals. SpecificaUy, pomegranate contains anthocyanidins, 
which are powerful free radical scavengers.* 



c- 

Pomegranate extract provides powerful antioxidants to protect breast health at the 
ceklar level and support underlying breast structure.* 

The Exclusive Healthy Shape Blend T M  features herbs studied for their phytoestrogenic 
effects, particularly for cellular health. This blend helps maintain a healthy hormone 
baknce, which in turn supports breast health and shape.* 

Borage seed and pumpkin seed oils provide gamma linokn.ic and linoleic acids crucial 
to overall hormonal health.* 

As required, enclosed are two photocopies of this notification. 

The undersigned certifies on behalf of EuroPharm a, Inc. that the inform ation presented and contained in 
this correspondence is com plete and accurate. 

Sincerely yours, 
EuroPharm a, Inc. 

By: Terrence Lem erond 
Its: P resident 



2/l 2104 

Office of Nutritional Products Labeling 
and Dietary Supplements (HFS-8 10) 

Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Pkwy 
College Park, MD 20740 

Re: Notification for Statement on Dietarv Supplement Labels 

Dear Sir/Madam: 

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor 
of dietary supplement products. 

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994, 
21 U.S.C. $343(r)(6), and in accordance with the authorized provisions of 21 CFR 0 101.93(a), your Agency is 
hereby notified that EuroPharma, Inc. has made statements of “nutritional support”, as described in 21 U.S.C. 6 
343(r)(6)(A), for its dietary supplement(s) as follows: 

Body Confident Advanced Breast Health Formularn naturally and powerfully 
supports women’s breast health as they age. The Exclusive Healthy Shape BZencP of 
superior herbal extracts and antioxidantsprotect underlying breast structure and 
health. The standardized pomegranate extract offers both phytoestrogenic and 
antioxidant effects. Additional ingredients maintain a healthy balance of estrogen and 
progesterone, supporting breasts’ celluIar heahh and shape. Borage and pumpkin 
seed oils provide essential fatty acids crucial to supporting hormonal health at every 
age.* 

As required, enclosed are two photocopies of this notification. 

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in 
this correspondence is complete and accurate. 

Sincerely yours, 
EuroPharma, Inc. 

Its: President 

EuroPharma, Inc. e P.O. Box 22547 5 Green Bay, WI 54305-2547 * 955 Challenger Dr. * Green Bay, WI 54311 



2/l 2/04 

Office of Nutritional Products Labeling 
and Dietary Supplements (HFS-8 10) 

Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Adrninistration 
5 100 Paint Branch Pkwy 
College Park, MD 20740 

Re: Notification for Statement on Dietary Sunplement Labels 

Dear Sir/Madam: 

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor 
of dietary supplement products. 

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994, 
21 U.S.C. $343(r)(6), d an in accordance with the authorized provisions of 2 1 CFR 6 101.93(a), your Agency is 
hereby notified that EuroPharma, Inc. has made statements of “nutritional support”, as described in 21 U.S.C. 6 
343(r)(6)(A), for its dietary supplement(s) as follows: 

Body Confident Advanced Breast Health FormuIaTM naturally and powerfully 
supports women’s breast health as they age. The Exclusive Healthy Shape BlemP of 
superior herbal extracts and antioxidants:protect underlying breast structure and 
health. Vital ingredients maintain a healthy baIance of estrogen and progesterone, 
supporting breasts’ celh&r health and shape. Borage and pumpkin seed oils provide 
essential fatty acids crucial to supporting hormonal health at every age.* 

As required, enclosed are two photocopies of this notification. 

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in 
this correspondence is complete and accurate. 

Sincerely yours, 
EuroPharma, Inc. 

Its: President 

EuroPharma, Inc. * P.0 Box 22547 * Green Bay, WI 54305-2547 * 955 Challenger Dr. e Green Bay, WI 54311 

Phone: 920-406-6500 * Fax: 920-406-8170 



2/20/04 

Office of Nutritional Products Labeling 
and Dietary Supplements @ IFS-8 10) 

Center for Food Safety and Applied Nutrition 
U.S. Food and Drug Administration 
5 100 Paint Branch Pkwy 
College Park, MD 20740 

Re: Notification for Statement on Dietarv Supplement Labels 

Dear Sir/Madam: 

This notification is being submitted on behalf of EuroPharma, Inc., Green Bay, Wisconsin, a distributor 
of dietary supplement products. 

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of 1994, 
21 U.S.C. 6 343(r)(6), and in accordance with the authorized provisions of 21 CFR 0 101.93(a), your Agency is 
hereby notified that EuroPharma, Inc. has made statements of “nutritional support”, as described in 21 U.S.C. 6 
343(r)(6)(A), for its dietary supplement(s) as follows: 

As required, enclosed are two photocopies of this notification. 

The undersigned certifies on behalf of EuroPharma, Inc. that the information presented and contained in 
this correspondence is complete and accurate. 

Sincerely yours, 
EuroPharma, Inc. 

Its: President 

EuroPharma, Inc. 0 P.O. Box 22547 B Green Bay. WI 54305-2547 e 955 Challenger Dr. e Green Bay, WI 54311 
Phone: 920-406-6500 e Fax: 920-406-8170 


